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Status 

1 )KI Responsive to communication(s) filed on 14 August 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-7 and 16-19 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 7 and 16-18 is/are rejected. 
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Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 
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DETAILED ACTION 

1 . Claims 1-7 and 16-19 are pending in the instant application. Claims 5, 6 and 19 
withdrawn. 

Response to Amendment 

2. The amendments to the claims filed on August 14, 2008 have been fully considered. The 
35 USC 112 1 st paragraph rejection has been overcome and is thus hereby withdrawn . 

3. Prosecution is still limited to the elected species (see Section 2, office action dated May 
1, 2008), as the generic claims encompassing the species arc not allowable - see new ground of 
rejection set forth herein, Section 6. 

Claim Objections 

4. Claims 1-3, 7, 16 and 17 objected to for containing non-elected subject matter. Applicant 
will be entitled to rejoinder of non-elected species upon allowability of the generic claims. 

5. Claim 4 objected for being dependent on a base objected claim but would be allowable if 
re-written in independent form. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 
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6. Claims 7 and 16-18 rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 

with the enablement requirement. The claim(s) contains subject matter which was not described 

in the specification in such a way as to enable one skilled in the art to which it pertains, or with 

which it is most nearly connected, to make and/or use the invention. 

The standard for determining whether the specification meets the enablement requirement 

was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 U.S. 261, 270 (1916) 

which postured the question: is the experimentation needed to practice the invention undue or 

unreasonable? That standard is still the one to be applied. In re Wands, 858 F.2d 731, 737, 

8USPQ2s 1400, 1404 (Fed. Cir. 1988). MPEP 2164.01(a) states "There are many factors to be 

considered when determining whether there is sufficient evidence to support a determination that 

a disclosure does not satisfy the enablement requirement and whether any necessary 

experimentation is undue". The factors are applied below to the instant claims. 

The breadth of the claims and nature of invention 
Medicines comprising the elected polymorphic form of 

,i3t! ui'limi I i n\l k> \ | i b Vi' N ' 

pv-K<'hC3fnlnjvth'^\ !•:> >l . < ?R-ir*?\ , \>x f\ h s »< dme, , which broadly 

encompasses pharmaceutical compositions (eg. including aqueous). 

The state of the prior art and level of predictability 

It is well known that polymorphs convert to thermodynamically preferred forms 
unintentionally upon exposure to the energetics of pharmaceutical processing (Brittain et 
al. , p. 332 1 st paragraph, p. 334 1 st paragraph), for example: production of bulk drug 
substance (Brittain et al, p. 333), particle size reduction (Brittain et al, p. 334), 
granulation (Brittain et al, p. 339). Furthermore, it is known in the art that the solid 
structure of a compound is lost when that compound is placed in solution (for example, 
see 1 st paragraph 1, page 2 of Express-Pharma-Online). Therefore, the level of 
predictability is low in the art for preserving a particular crystalline form through the 
process of making a pharmaceutical composition. Absent a teaching of how the instantly 
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claimed crystalline form can be maintained through the steps involved in pharmaceutical 
processing, one of ordinary skill would not know how to prepare pharmaceutical 
compositions of the instantly claimed crystalline form, while avoiding potential 
transformations that likely occur during the formulation process. 

The amount of direction and working examples provided 

No working examples of the claimed pharmaceutical compositions are provided. No 
guidance is given for the method of making pharmaceutical compositions while 
maintaining the specifically claimed crystal form. 

The quantity of experimentation needed to make or use the invention 
Based on the lack of direction in the instant disclosure, in view of the low level of 
predictability in the art, one of ordinary skill is not enabled to make pharmaceutical 
compositions of any claimed polymorphic form. The quantity of experimentation to 
practice the claimed invention is undue. 



Conclusion 

7. No claims allowed. 



8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUN JAE Y. LOEWE whose telephone number is (571)272- 
9074. The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Application Information Retrieval (PAIR) system. Status information for published applications 
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applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
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